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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 12, 13, 19-24 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Berggren (2,995,1 59) in view of Adams et al (2,923,296). 

With respect to claims 12, 24, Berggren discloses an injection device for injecting 
thermoplastic material, the injection device comprising a heating element (136) and a 
needle (44) for dispensing of the thermoplastic material. The thermoplastic capable of 
being heated to a flowable state at a predetermined temperature above the body 
temperature and thereafter cooling to return to a non-flowable state; as set forth in 
column 5, lines29-30, and an injection device having a chamber (54) for receiving the 
thermoplastic material, a heating element (136) for heating the thermoplastic material to 
the flowable state, and a needle (44) for injecting the flowable thermoplastic material. 

A recitation of the intended use of the claimed invention must result in a 
structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art. If the prior art structure is 
capable of performing the intended use, then it meets the claim. 

With respect to claims 13,19-23, Berggren discloses all the limitations, as set 
forth in column 3, lines 10-20, column 5, lines 29-30, and as best seen in FIGS. 1-10. 
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It is noted that Berggren does not teach of a needle having a diameter in the 
range from about six millimeters to about ten millimeters; as claimed by applicant. 
However, Adams et al evidence the use of a needle (13) having a diameter ranging 
from 6 millimeters to about ten millimeters, so that the solution flow can easily be 
controlled. 

Therefore, given the teaching of Adam et al., it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the needle 
of Berggren, as taught by Adams with a diameter from six millimeters to about ten 
millimeters so that the solution flow can be easily controlled. 

Claims 12-16, 19-24 are rejected under 35 U.S.C. 103 (a) as being unpatentable 
over Herskovitz et al. (4,357,136) in view of Adams et al (2,923,296). 

With respect to claims 12, 24, Herskovitz et al disclose an injection device for 
injecting thermoplastic material, the injection device comprising a heating element 
(28,66) and a needle (38) for dispensing of the thermoplastic material. The 
thermoplastic capable of being heated to a flowable state at a predetermined 
temperature above the body temperature and thereafter cooling to return to a non- 
flowable state; and an injection device having a chamber, as best seen in FIG. 2, for 
receiving the thermoplastic material, a heating element (28,66) for heating the 
thermoplastic material to the flowable state, and a needle (38) for injecting the flowable 
thermoplastic material. 

A recitation of the intended use of the claimed invention must result in a 
structural difference between the claimed invention and the prior art in order to 
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patentably distinguish the claimed invention from the prior art. If the prior art structure is 
capable of performing the intended use, then it meets the claim. 

With respect to claims 13-16,19-23, Herskovitz et al. disclose all the limitations, 
as set forth in column 3, lines 30-67, column 4, lines 1-67, column 5, lines 1-38, and as 
best seen in FIGS. 1-4. 

It is noted that Herskovitz et al do not teach of a needle having a diameter in the 
range from about six millimeters to about ten millimeters; as claimed by applicant. 
However, Adams et al evidence the use of a needle (13) having a diameter ranging 
from 6 millimeters to about ten millimeters, so that the solution flow can easily be 
controlled. 

Therefore, given the teaching of Adam et al., it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the needle 
of Herskovitz et al, as taught by Adams with a diameter from six millimeters to about ten 
millimeters so that the solution flow can be easily controlled. 

Claims 12-16, 19-24 are rejected under 35 U.S.C. 103 (a) as being unpatentable 
over Rockaway et al. (4,684,344) in view of Adams et al (2,923,296). 

With respect to claims 12, 24, Brockway et al disclose an injection device for 
injecting thermoplastic material, the injection device comprising a heating element (30) 
and a needle (42) for dispensing of the thermoplastic material. The thermoplastic 
capable of being heated to a flowable state at a predetermined temperature above the 
body temperature and thereafter cooling to return to a non-flowable state; and an 
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injection device having a chamber (32), as best seen in FIG.1 , for receiving the 
thermoplastic material, a heating element (30) for heating the thermoplastic material to 
the flowable state, and a needle (24) for injecting the flowable thermoplastic material. 

A recitation of the intended use of the claimed invention must result in a 
structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art. If the prior art structure is 
capable of performing the intended use, then it meets the claim. 

With respect to claims 13-16,19-23, Rockway et al. disclose all the limitations, as 
set forth in column 2, lines 15-67, column 3, lines 1-37, column 4, lines 1-15, and as 
best seen in FIGS. 1-4. 

It is noted that Rockaway et al do not teach of a needle having a diameter in the 
range from about six millimeters to about ten millimeters; as claimed by applicant. 
However, Adams et al evidence the use of a needle (13) having a diameter ranging 
from 6 millimeters to about ten millimeters, so that the solution flow can easily be 
controlled. 

Therefore, given the teaching of Adam et al., it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the needle 
of Rockaway et al, as taught by Adams with a diameter from six millimeters to about ten 
millimeters so that the solution flow can be easily controlled. 

Claims 17-18 are rejected under 35 U.S.C. 103 (a) as being unpatentable over 
Rockway et al. (4,684,344) in view of Mastrorio et al. (5,849,014) in view of Adams. 
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It is noted that Rockway et al did not teach of an expandable sleeve about the 
needle to define an annulus, so that pressurized fluid communication with the annulus 
expands the sleeve outwardly and the needle having openings; as claimed by applicant. 
However, in a similar art, Mastorio et al evidences the use of an expandable sleeve and 
a needle having openings for pressurizing the expandable sleeve to hold bone cement 
into the cavity. 

Therefore, given the teaching of Mastrorio et al, it would have been obvious to 
one having ordinary skill in the art at the time the invention was made to modify the 
device of Rockway et al, as taught by Mastrotio et al to hold bone cement into the 
cavity. 

It is noted that the above combination of references does not teach of a needle 
having a diameter in the range from about six millimeters to about ten millimeters; as 
claimed by applicant. However, Adams et al evidence the use of a needle (13) having a 
diameter ranging from 6 millimeters to about ten millimeters, so that the solution flow 
can easily be controlled. 

Therefore, given the teaching of Adam et al., it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the needle 
of Rockaway et al, as taught by Adams with a diameter from six millimeters to about ten 
millimeters so that the solution flow can be easily controlled. 

Claims 17-18 are rejected under 35 U.S.C. 103 (a) as being unpatentable over 
Herskovitz et al. (4,357,136) in view of Mastrorio et al. (5,849,014) in view of Adams . 
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It is noted that Herskovitz et al did not teach of an expandable sleeve about the 
needle to define an annulus, so that pressurized fluid communication with the annulus 
expands the sleeve outwardly and the needle having openings; as claimed by applicant. 
However, in a similar art, Mastorio et al evidences the use of an expandable sleeve and 
a needle having openings for pressurizing the expandable sleeve to hold bone cement 
into the cavity. 

Therefore, given the teaching of Mastrorio et al, it would have been obvious to 
one having ordinary skill in the art at the time the invention was made to modify the 
device of Herskovitz et al, as taught by Mastrotio et al to hold bone cement into the 
cavity. 

It is noted that the above combination of references does not teach of a needle 
having a diameter in the range from about six millimeters to about ten millimeters; as 
claimed by applicant. However, Adams et al evidence the use of a needle (13) having a 
diameter ranging from 6 millimeters to about ten millimeters, so that the solution flow 
can easily be controlled. 

Therefore, given the teaching of Adam et al., it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the needle 
of Herkovitz et al, as taught by Adams with a diameter from six millimeters to about ten 
millimeters so that the solution flow can be easily controlled. 

Response to Amendment 

Applicant's arguments, see Remarks, filed 1 1/23/07, with respect to the 
rejection(s) of claim(s) 1-24 under 102/103 have been fully considered and are 
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persuasive. Therefore, the rejection has been withdrawn. However, upon further 
consideration, a new ground(s) of rejection is made in view of Adams. Adams discloses 
a needle having a diameter within the range of about six millimeters to about ten 
millimeters. Furthermore, since applicant amended the claims, applicant must also 
update the OATH. 

Allowable Subject Matter 

Claims 1-12 are allowed. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Pedro Philogene whose telephone number is (571 ) 272- 
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4716. The examiner can normally be reached on Monday to Friday 6:30 AM to 4:00 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on (571) 272 - 4719. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Pedro Philogene/ 

Primary Examiner, Art Unit 3733 

March 24, 2008 



